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[l(Ir IrI:j arl ir~:,~)(;(;[ioll of your [manufacturing facility Iocatcd it~ ll]ct~ innan, Scotland,

)

oI~ Dccc II)[)cr 1G, tl)roLIgl I December 19, 1996, our investigator observed

conditiorls w!~ict~ ilr~ scrioljs violations of the Federal Food, Drug, and Cosmetic Act

(tlIc Act) aIl(j LIcvii]tiol]s from implementing regulations as follows:



) PiI(j(I 2 - Dr. Maini.
V[\sc\jtck Lin~itcd

rcsporIsc states on page 1 that tt~c valid ~tions will be completed in tl~c

3’” orld 4’” q(jarters, which conflicts with the, statement at the top of

page 2 tt)at all validations will be completed by the 1“ quarter in 1997.

3:;&.
..

2. Failure tc

stringent

sf)ocifica

If]dividua

assure that specification changes shall be subject to controls as

as those applied to the original device, and failure to

ion changes approved and documented by a designated

I as required by 21 CFR 820,100(a)(2). For example:

a) “Tt)c rcviow of specification- entitled Goods /nwards

.5/)ccific{][io/] for GELSEAL cl)crrlic~]ls ;Ind other controlled products,

rcvcol(!d tt~at (IIC test muthocj used to perform tho Gelatin Degradation

‘Test was charlgcd to impicmcnt an accclcratt!d test procodure. Ttlis

II(JW procodurc was never formally approved, and did not gb througtl

tl~c CIIangc Approval Systcrn, Specification //~.

Yol]r response dated Dcccmbcr 23, 1996, is incomploto, because yo~I.—
(ji(j not provide documentation dcmonstrating~o rmal approval of ttlc

i]ccclcrated test procccjurc change for specification #~.

t)) I_ll(; accclcratcd test method used for the degradation of Gelatin, was

lr~~plctllcr~tcd based on an cxpcrimcnt. This method has not been

f(-)rr~~ally verified ancj approved, hy the proper individuals, to assure

that [II(! test will bc as effective as the previous one.

Yollr response is considered incomplctc, in that the formal “validation”

(or verification) will not be complctcci until February 28, 1997. A copy

of tlIc s(llnrllary report and raw results of this verification testing is

rt:qitircd before a decision regarding ttlc ddcquacy of your response

(;;111 I)(; IIlil(jc.

:] f :) IIUIC of ttIe forrlldlly dcsigndtc unit to dctcrmirlo wtlcttlcr or not an

lllvcstl{];][ior~ of a writtcr~ or oral complair~[ is ncccssary, and failure to

i]~i]irl[i]irl (1 record, wllcn no investigation of a complaint is made, that

III(;I(Icj(:s tt](! reason ar~d tt~(} rlomc of tt~c il~ciivi dual rcspon siblo for tt~c

(If:ci:;lorl riot to investigate, as require by 21 CFR 820.198(a). For

I:k’llllf)l (!:

I) [)~IrIIIfj lt~(: l~lva:; tigat ion of comf)laint //266, tllc firm hocnmo awa Ic of

(11 1(; ;l:; [ fo[jr a(l(jitioll(ll (;(ll?l \)lilill l!;, roli~~()(l I() I)lond Icaking or oo~il]~]

1111011111111If: r]rnfls. t Iowr?vnr, rlo cofll~)lai[lls files were opanccl for

111[:11}, illl(j II](! itlcitl(!flls w[!rc 11{)1 lrl(:l~l(l(! in lt~c fifln’s stntisticnl



mllys is of C(JfTlj3 aints,

Your response states that the physician made ono complaint and that a

follow-up visit by a QA rnanagor with the physician resulted in the

iderltificatiorl of thz :samo problems with previous grafts. This constitutes

all oral comptaint, and it is tho responsibility of the firm to investigate all

records of oral ancj written complaints, The corrective actions taken by

your fir~]] covering this incident and tt~c deficiency cited in (b) below

[Ipf]car 10 t]c adequate.

t)) Yol]r fir fl~’s conl~]laiflt procccjure is inadequate in that the proccdurc

(~ocs not define or proviclc clear criteria for identifying a incident that

constitutes a oral or written complair~t. This resulted in no complaint

being opened for information ccntainod in complaint #266,

Your response appears to bc adequate and will bc verified upon our r7cxt

itlspcction of your facility.

4, Fi]llljrc of tl~e quality assurance program to provide solutions for qudlify



cxan~plc, Procoduro ~cntitled Sporo Strips- Goods Inwards

Specification, calls for tho~pore strips to ba stored in accor. iancc

wltl~ tl~c monufacturor’s instructions and protoctod from direct sunligl~[.

It was obsurvod Itlat sovornl boxos of spore strips woro being stored in o

rcfrigcrntor and ihu cadre could not assure that tho r~quirod tompcraturc

ar~f~ Rcl(]tivc }-iumidity wore buing mot. The rofrigorator was off at tl~c

IIITI(!,

Yo~lr rcspons( I]ppoors to bc adcquatut and will be vorifiod upon our next

inspection of your facility.

Tl\(! ;It~cJvt-? lc~crltlficatior~ of violations is not il~tur]dcd to bc an oll-inclusivo list of tt~c

(I(:flclcrlcics at your facility+ It is your responsibility to cnsuro that all procjucts

r~li}f~(jf;l{:[(lt(:(l, distrit:~uted, IIctd, and Iabclcd I]y your firm are in compliance with ttlc

\)ro VI:; I()[\:; of {l\(; Act, ,

f’lun:; c t)t! i]wi]rc tt~at Federal t]gurlcics a J advised of the issuanco of all warning

a

letters ;I1)o(I[ (~cviccs so il}[]t they may take this information into account when

(,orlsl(jcrtrl[j III(J nwdrd of contracts. Additionally, no pending applications for

~]rcl~~nrkc~ i]~)~)rovol (PMA’s) and no prcmarket notifications (section 510(k) ’s) will
be fotlr)(ito” t)c ~tjt)star~tially equivalent for products remanufactured at the facility in

wl]icl~ tl~c ilt)ovc GMP violations were found until the violations havo been

corrc(; t(!(l,

Mr. Gr(; f]ory W, O’Corlncll

(J, S, [-()()(1 nr){j L)rug A(jl~~;i~istri]tio;~
(1[11{}{, (l fficc of Compliance (} IFZ-341 )

I{()(:kvlll(!, Maryland 20850
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Page 5- Dr. Maini
Vascutek Limited
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Should you require any assistance in understanding the contents, of:thiddtter, do
not hesitate to contact Mr. O’Connell at the above addresp or at (301) 594-4648 or
FAX (30?) 594-4672. -

Sincerely yours,

W7Ly Bhflp
Lillian J. Gi I
Acting Director
Office of Compliance
Center for Devices and
Radiological Health
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9 Drafted by Greg
Concurrence:

O’Connell (2/1 1/97)

cc:
HFA-224
HFC-135

!

HFC-230
HFC-240
HFI-35 (purged copy of original signed letter)

HFZ-300
DOEIII Board file

DOEIII Chron. file

CVNDBranch Firm file

Wayne Miller

Greg O’Connell

HFR-SW140 (SAN-DO) Importer Distributor: Sulzer-Vascutek
1300 East Anderson Lane
Austin, Texas

HFR-NE252 Home district (Domenic Veneziano )

●
CFN: 9612515

Last Date of Inspection: 12/1 2/94 through 12/1 4/94

Date DO or ORA Signed Off: 1 /14/97

Date ITOB Signed Off: 1/1 6/97
OC Receipt Date: 1/1 6/97

Compliance Status: Warning Letter

a:\vascutek. wl
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